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Application No. 

09/126,816 


Applicant(s) 

VON EICHEL-STREIBER ET AL. 


Examiner 

Gary B. Nickol Ph.D. 


Art Unit 

1642 





Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE 3 MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1.136(a). In no event, however, may a reply be timely filed 

after SIX (6) MONTHS from the mailing date of this communication. ^ rafi ttrrtoh , 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If HO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) ^ A ^^^^^ a commun.cat.on. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 US.C. § 1 33). 

- Any reply received by the Office later than three months after the mailing date of this communication, even if timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1 )ED Responsive to communication(s) filed on 21 May 2002 . 
2a)D This action is FINAL. 2b)EI This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1 , 453 O.G. 213. 
Disposition of Claims 

4) K Claim(s) 1-6 and 21-29 is/are pending in the application. 

4a) Of the above claim(s) U> is/are withdrawn from consideration. 

5) D Claim(s) is/are allowed. 

6) H Claim(s) 21-29 is/are rejected. 

7) Q Claim(s) is/are objected to. 

8) D Claim(s) are subject to restriction and/or election requirement. 

Application Papers 

9) K The specification is objected to by the Examiner. 

10)D The drawing(s) filed on is/are: a)D accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1 .85(a). 
1 !)□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner. 

If approved, corrected drawings are required in reply to this Office action. 

12) Q The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§119 and 120 

13) ^ Acknowledgment is made of a claim for foreign priority under 35 U.S.C. § 119(a)-(d) or (f). 

a)IElAII b)Q Some*c)D None of: 

1 .□ Certified copies of the priority documents have been received. 

2.Q Certified copies of the priority documents have been received in Application No. . 

3.S Copies of the certified copies of the priority documents have been received in this National Stage 
application from the International Bureau (PCT Rule 17.2(a)). 
* See the attached detailed Office action for a list of the certified copies not received. 

14) Q Acknowledgment is made of a claim for domestic priority under 35 U.S.C. § 1 19(e) (to a provisional application). 

a) □ The translation of the foreign language provisional application has been received. 

15) D Acknowledgment is made of a claim for domestic priority under 35 U.S.C. §§ 120 and/or 121. 
Attachment(s) 

1) ^ Notice of References Cited (PTO-892) 4) □ Interview Summary (PTO-413) Paper No(s). . 

2) □ Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) □ Information Disclosure Statement(s) (PTO-1449) Paper No(s) . 6) □ Other: 
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Part of Paper No. 24 
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Art Unit: 1642 

DETAILED ACTION 

Response to Amendment 

The Amendment filed May 21 , 2002 (Paper No. 21) in response to the Office Action of 
November 21, 2001 is acknowledged and has been entered. Claims 1-6, and 21-29 are pending. 
Claims 1-6 have been withdrawn from further consideration by the examiner under 37 CFR 
1.142(b) as being drawn to non-elected inventions. 

Claims 21-29 are currently under consideration. 

The text of those sections of Title 35, U.S. Code not included in this action can be found in a 
prior Office Action. 

Priority 

The receipt of the certified copy of PCT/EP97/00426 is acknowledged. 

All previous rejections and or rejections are withdrawn in view of applicant's arguments 
there to. 



NEW Objections/Rejections: 
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Specification 

The amendment filed 5-21-02 is objected to under 35 U.S.C. 132 because it introduces 
new matter into the disclosure. 35 U.S.C. 132 states that no amendment shall introduce new 
matter into the disclosure of the invention. The added material which is not supported by the 
original disclosure is the alleged LT sequence of SEQ ID NO:6. Applicant's argue (Paper No. 
21, page 6) that the Clostridium sordellii lethal Toxin (LT) sequence referred to a page 2 of the 
application as SEQ ID NO:6 is the published amino acid sequence. This argument has been 
considered but is not found persuasive for the reasons below: 

The incorporation of essential material in the specification by reference to a foreign 
application or patent, or to a publication is improper. Applicant is required to amend the 
disclosure to include the material incorporated by reference. (In this case, applicant has omitted 
the reference from which the material was incorporated. Furthermore, the amendment must be 
accompanied by an affidavit or declaration executed by the applicant, or a practitioner 
representing the applicant, stating that the amendatory material consists of the same material 
incorporated by reference in the referencing application.) See In re Hawkins, 486 F.2d 569, 179 
USPQ 157 (CCPA 1973); In re Hawkins, 486 R2d 579, 179 USPQ 163 (CCPA 1973); and/n re 
Hawkins, 486 F.2d 577, 179 USPQ 167 (CCPA 1973). 



Claim Objections 
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Claim 21 is objected to for reciting "An isolated A polypeptide" as it appears the letter 
"A" is a typographical error. Clarification is requested. 



Claim Rejections - 35 USC § 112 
Claims 21-29 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had 
possession of the claimed invention. Claims 21-29 have been amended to include SEQ ID NO: 6 
and are considered new matter for the reasons above with regards to the objections of the 
specification. 

Claim Rejections - 35 USC § 102 

(b) the invention was patented or described in a printed publication in this or a foreign country or in public use or on 
sale in this country, more than one year prior to the date of application for patent in the United States. 

Claims 21 is rejected under 35 U.S.C. 102(a) as being anticipated by Just et al (Nature, 
Volume 375, June 8, 1995, pages 500-503. 

The claim is drawn to an isolated polypeptide fragment of Clostridium sordellii lethal 
Toxin with glucosyltransferase activity, consisting essentially of approximately the first 1020 N- 
terminal amino acids of the amino acid sequence of Clostridium sordellii lethal Toxin (LT) 
according to SEQ ID NO: 6, or a portion thereof having glucosyltransferase activity. 

A search of amino acids 1-1020 of SEQ ID NO:6 revealed 78.7% homology to a related 
protein, toxin B of Clostridium difficile (see attached sequence comparison at the end of this 
action). Thus, in its broadest reasonable interpretation, the toxin B amino acid sequence shown 
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includes "portions thereof 5 or 5 amino acid sequences which have approximately the first 1020 
N-terminal amino acids of the amino acid sequence of Clostridium sordellii. As evidenced by 
Just et al , the amino acid sequence of toxin B comprises glucosyltransferase activity (see last 
paragraph, page 503) 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to Gary B. Nickol Ph.D. whose telephone number is 703-305-7143. 
The examiner can normally be reached on M-F, 8:30-5:00 P.M.. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Anthony Caputa can be reached on 703-308-3995. The fax phone numbers for the 
organization where this application or proceeding is assigned are 703-305-3014 for regular 
communications and 703-308-4242 for After Final communications. 

Any inquiry of a general nature or relating to the status of this application or proceeding 
should be directed to the receptionist whose telephone number is 703-308-0196. 



Gary B. Nickol, Ph.D. 



Examiner 
Art Unit 1642 



GBN 

August 12, 2002 




